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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 22 July 2004 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-31 is/are pending in the application. 

4a) Of the above claim(s) 1-11,14 and 15 is/are withdrawn from consideration. 

5) ^ Claim.(s) 19-31 is/are allowed. 

6) 03 Claim(s) 12.13 and 16-18 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 15 May 2002 is/are: a)D accepted or b)S objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) £3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Drafts person's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) I3 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of informal Patent Application (PTO-152) 

Paper No(s)/Mail Date a//. 6) □ Other: . 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action or the MPEP. 



Election/Restrictions 

Applicant's election with traverse of Species 1, Figures 3 and 4 in the reply filed 
on July 22, 2004 is acknowledged. The traversal is on the ground(s) that there is no 
burden to examine all the species since they are closely related. This is not found 
persuasive because applicant has submitted 7 different species. Clearly there is a 
burden. If there were only 2 or 3 species, an election might not have been required. In 
addition, applicant should be grateful that a restriction requirement was not required 
between the method and apparatus. Accordingly, the examiner is already undertaking 
additional unnecessary burden to expedite prosecution. Thus, applicant's arguments 
are unpersuasive. The requirement is still deemed proper and is therefore made 
FINAL. 

Claims 1-11, 14 and 15 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected specie, there being no allowable generic 
or linking claim. Applicant timely traversed the restriction (election) requirement in the 
reply filed on July 22, 2004. 

Applicant stated that all of claims 12-22 and 27-31 read on elected specie 1, 
Figures 3 and 4. This is not accepted because claims 14 and 15 are directed to Figure 
7, which has no separate passageway for drug delivery. See [0038] of the published 
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application, US 2003/0083725, for clarification. Accordingly, claims 14 and 15 are also 
withdrawn. 

As regards claims 23-26, these are rejoined because the method is found to be 
allowable. 

Drawings 

Figures 1 and 2 should be designated by a legend such as --Prior Art-- because 
only that which is old is illustrated. See MPEP § 608.02(g). 

Corrected drawings in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. The replacement sheet(s) 
should be labeled "Replacement Sheet" in the page header (as per 37 CFR 1.121(d)) so 
as not to obstruct any portion of the drawing figures. If the changes are not accepted by 
the examiner, the applicant will be notified and informed of any required corrective 
action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

Claim Rejections - 35 USC §112 

Claims 12, 13, 16, 17, 18 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. It is unclear how the distributor 48 
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of Figures 3 and 4 are operable to disperse a vasodilating agent since it doesn't have 
any orifices. It looks just like a balloon catheter, remarkably like the balloon catheter in 
US 5,571,161. 

Claim Rejections - 35 USC § 102 

Claims 12, 13, 16, 17 and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Machold et al., US 5,611,775. Although Machold is for an entirely 
different purpose other than inserting a lead, the structure shown is identical to the 
claimed structure. The balloon serves as the distribution device and the guide wire 
lumen serves as the lumen capable of transporting an electrical lead. 

Allowable Subject Matter 

Claims 19-31 are allowed. 

The following is a statement of reasons for the indication of allowable subject 
matter: The claims recite the method of using a vasodilator to dilate the cardiac vein to 
enable the insertion of a cardiac lead. The prior art is directed to mechanical means to 
dilate a vessel to insert a lead. Accordingly, the claims are allowable. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon Kennedy whose telephone number is 571/272- 
4948. The examiner can normally be reached on Monday-Thursday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571/272-4955. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Sharon Kennedy 
Primary Examiner 
Art Unit 3762 



Sek 



